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2a)D This action is FINAL. 2b)M This action is non-final. 
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6) ^ Claim(s) 1-4 is/are rejected. 
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Claims 1-4 are pending and under consideration. 

The abstract of the disclosure is objected to because it does not describe 
the claimed invention. Correction is required. See MPEP ' 608.01(b). 

The specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, 
machine, manufacture, or composition of matter, or any new and useful 
improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-4 are rejected under 35 U.S.C. 101 because the claimed 
invention is not supported by either a specific or substantial asserted utility or a 
well established utility. 

Applicants disclose the nucleic acid of SEQ ID NO: 1 which encodes the 
polypeptide of SEQ ID NO: 2. Based on a reasonable sequence homology with 
a known lipase, the polypeptide of SEQ ID NO: 2 is sought to be a lipase, which 
is a non-specific asserted utility. Lipase is a class of enzymes, which catalyze 
the hydrolysis of many lipids having different structure and functions. Thus, each 
lipase is expected to have a specific substrate(s) and function. The specification 
does not specifically disclose a specific function of the polypeptide of SEQ ID 
NO: 2, its relationship to any disease, or any specific real world use. The 
specification describes non-specific functions for the protein, nucleic acid, and 
antibodies. The utility of the nucleic acid is said to be used in a method to detect 
a human gene and to recombinantly make the polypeptide of SEQ ID NO: 2 
which neither the gene or the polypeptide associated with a specific use or a 
disease. The mere fact that the polypeptide disclosed in the specification named 
novel human lipase (NHL) is indicative that the applicants have no idea about the 
specific function of this polypeptide at the time they filed their application. It 
appears that the main utility of the polypeptide and nucleic acid is to carry out 
further research to identify the biological function and possible diseases 
associated with said function. Substantial utility defines a real world use. Utilities 
that require or constitute carrying out further research to identify or reasonably 
confirm a real world context of use are not substantial utility . Thus, the claimed 
invention has no specific or substantial asserted utility. 
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Applicant is referred to the revised interim guidelines concerning 
compliance with utility requirement of 35 U.S.C. 101, published in the Official 
Gazette and also available at www.uspto.gov. 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of 
the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the 
inventor of carrying out his invention. 

Claims 1-4 are also rejected under 35 U.S.C. 112, first paragraph. 
Specifically, since the claimed invention is not supported by either a specific or 
substantial asserted utility or a well established utility for the reasons set forth 
above, one skilled in the art clearly would not know how to use the claimed 
invention. 

Claim 1-3 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. 

Regarding claim 1 and 2, they are directed to all possible nucleic acid 
sequences comprising 24 contagious nucleotide of SEQ ID NO: 1 isolated from 
any source and having any function, and that hybridizes to SEQ ID NO: 1 under 
any stringent conditions regardless of their function, respectively. The 
specification, however, only provides representative species of these nucleic acid 
sequences from human encoding a polypeptide that is asserted to be a lipase 
without identifying the actual function of the protein. Moreover, the specification 
fails to describe additional representative species of these nucleic acid 
sequences by any identifying structural characteristics or properties other than 
they encode polypeptides such as that of SEQ ID NO: 2. Since the specification 
lacks teaching of the function of the polypeptides and/or a structure function 
relationship, the specification fails to impart a high predictability of structure for 
any additional lipases. Given this lack of additional representative species as 
encompassed by the claim, Applicants have failed to sufficiently describe the 
claimed invention, in such full, clear, concise, and exact terms that a skilled 
artisan would recognize Applicants were in possession of the claimed invention. 

Claims 1-3 are rejected under 35 U.S.C. 112, first paragraph, as the 
disclosure is not even enabling for claims limited to the nucleic or amino acid 
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sequences of SEQ ID NO: 1 and 2 from human. The specification does not 
enable any person skilled in the art to make and use the invention commensurate 
in scope with this claim. The claims are broader than the enablement provided by 
the disclosure with regard to all possible nucleic acid comprising 24 contagious 
nucleotide of SEQ ID NO: 1 or those that hybridize under any condition from any 
source to SEQ ID NO: 1. Factors to be considered in determining whether 
undue experimentation is required are summarized In re Wands [858 F.2d 731, 8 
USPQ 2nd 1400 (Fed. Cir. 1988)]. The Wands factors are: (a) the quantity of 
experimentation necessary, (b) the amount of direction or guidance presented, 
(c) the presence or absence of working example, (d) the nature of the invention, 
(e) the state of the prior art, (f) the relative skill of those in the art, (g) the 
predictability or unpredictability of the art, and (h) the breadth of the claim. 

The nature and breadth of the claimed invention encompasses any nucleic 
acid comprising 24 contagious nucleotide of SEQ ID NO: 1 or any nucleic acid 
that hybridizes to SEQ ID NO: 1 under any stringent conditions. Also, the 
claimed invention encompasses any nucleic acid encoding about any insertion, 
deletion, substitution and combination thereof mutants. The specification 
provides guidance and examples in the form of an assay to obtain the nucleic 
acid sequence of SEQ ID NO: 1 encoding the open reading frame of SEQ ID NO: 
2. While molecular biological techniques and genetic manipulation to make any 
nucleic acid comprising 24 contagious nucleotide of SEQ ID NO:1 or that 
hybridizes under some stringent condition to SEQ ID NO: 1 are known in the 
prior art and the skill of the artisan are well developed, knowledge regarding their 
use, their biological source, the three dimension structure of the lipase of SEQ ID 
NO: 2, and methods of obtaining mutants of the polypeptide of SEQ ID NO: 2 
having a desired activity or function is lacking. The amount of experimentation to 
identify a naturally occurring or a mutant polypeptide analog of SEQ ID NO: 2 
having desired characteristic or having a specific or substantial utility is 
enormous. Since routine experimentation in the art does not include screening 
numbers genomic, cDNA, or man-made DNA where the expectation of obtaining 
the desired polypeptide is unpredictable, the Examiner finds that one skilled in 
the art would require additional guidance, such as information regarding the 
source of the DNA, a specific or a substantial utility for the nucleic acid or the 
polypeptide encoded thereby, a specific chemical assay method, and the three 
dimension structure of the polypeptide. Without such guidance, the experiment- 
ation left to those skilled in the art is undue. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims 
particularly pointing out and distinctly claiming the subject 
matter, which the applicant regards as his invention. 

Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The phrase "stringent conditions" 
renders the claim indefinite because the resulting claim does not clearly set forth 
the metes and bounds of the patent protection desired. Since there are several 
hybridization conditions known in the art as stringent conditions and the result of 
a hybridization experiment will vary with each set of stringent conditions, the 
claim is found indefinite. It is noted that the specification exemplifies a stringent 
hybridization conditions, see page 4, lines 30-34. Stating the hybridization 
conditions in the paragraph bridging pages 4 and 5 in the claim would overcome 
this rejection. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 
102 that form the basis for the rejections under this section made in this Office 
action: 

A person shall be entitled to a patent unless - 
(e) the invention was described in- 

(1) an application for patent, published under section 122(b), by another 
filed in the United States before the invention by the applicant for patent, 
except that an international application filed under the treaty defined in 
section 351(a) shall have the effect under this subsection of a national 
application published under section 122(b) only if the international 
application designating the United States was published under Article 
21(2)(a) of such treaty in the English language; or 

(2) a patent granted on an application for patent by another filed in the 
United States before the invention by the applicant for patent, except that 
a patent shall not be deemed filed in the United States for the purposes of 
this subsection based on the filing of an international application filed 
under the treaty defined in section 351(a). 

Claims 1-4 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Guegler et al. (US 2002/0052034 A1 ). 

Guegler et al. teach a nucleic acid in Figure 1 encoding the polypeptide of 
SEQ ID NO: 3. Residues 9-1412 of the nucleic acid sequence in Figure 1 are 
identical to SEQ ID NO: 1 of the instant application. The amino acid sequence of 
SEQ ID NO: 3 is identical to SEQ ID NO: 2 of the instant application. Thus, the 
nucleic acid sequence taught Guegler et al. contains at least 24 contiguous 



Application/Control Number: 10/038,517 



Art Unit: 1652 



Page 6 



nucleotide of SEQ ID NO: 1 and is expected to hybridize under any stringent 
conditions to SEQ ID NO: 1 of the instant application (claims 1-3). Since the 
nucleic acid taught by Guegler et al. encodes SEQ ID NO: 2 of the instant 
application, it anticipates claims 2 and 4. 

Claims 1-3 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Khodadoust et al. [U. S. Patent 6,558,936 (936)]. 

The 936 patent teaches the human nucleic acid sequence of SEQ ID NO: 
1 encoding the polypeptide SEQ ID NO: 2 which is described as lipase 
polypeptide, see the sequence listing. The 1404 nucleotide sequence of SEQ ID 
NO: 1 of the instant application has 1403 nucleotide identical to residues 125- 
1528 of SEQ ID NO: 1 of the 936 patent. Only one residue differs in both 
sequences. Also, the amino acid sequence of SEQ ID NO: 2 of the instant 
application differs only in one amino acid residue sequences from that of the 936 
patent. Thus, the nucleic acid sequence taught in the 936 patent contains at 
least 24 contagious nucleotide of SEQ ID NO: 1 of the instant application and is 
expected to hybrdize to SEQ ID NO: 1 of the instant application under any 
stringent condition (claims 1 -3). 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Nashaat T. Nashed, Ph. D. whose telephone 
number is 571-272-0934. The examiner can normally be reached Monday, 
Tuesday, Thursday and Friday from 9:00 a.m. to 5:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Ponnathapura Achutamurthy, Ph. D. can be reached on 
571-272-0928. The fax phone number for this Group is (703) 305-7401 . 

Any inquiry of a general nature or relating to the status of this application 
or proceeding should be directed to the Group receptionist whose telephone 
number is (703) 308-0196. 



Nashaat T. Nashed, Ph. D. 
Primary Examiner 




